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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

1 . Claims 26-30, 32 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Fischell (USPN 5,792,144). 

2. Fischell discloses (with respect to claim 1 ) a catheter assembly comprising: a 
control handle (Fig. 1 ); an inner catheter (for purposes of example 23, 71 , 72, 63, 1 1 , 
12) member having a proximal end and a distal end and further Including a distal 
mounting portion (23, Fig. 7) adapted to have a medical device mounted thereon (40), 
the proximal end attached to the control handle, and a guide wire receiving member 
(72) having a proximal end and a distal end and being configured for receiving a guide 
wire (50, see Fig. 7), the proximal end of the guide wire receiving member being spaced 
apart from the proximal end of the inner catheter member (see Fig. 7 for proximal end of 
guidewire receiving member and see Fig. 1 for example for proximal end of inner 
catheter member, note that Fig. 1 is used for illustrative purposes as having the same 
design as Fig. 7 C7:39-43 ), the guide wire receiving member further Including an 
opening at the proximal end (for example 66, fig. 7) and an opening at the distal end (for 
example 19, fig. 1) and a lumen extending between these openings formed on the distal 
and proximal ends of the guide wire receiving member; and an outer catheter member 
(for example 30, 32, 34, 36) co-axially disposed over the inner catheter member and 
dimensioned for relative axial movement relative to each other (C 5:L38-45; Fig. 3), the 
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outer catheter member being comprised of multiple portions (see below), wherein the 
outer catheter member includes a distal portion having a proximal end and a distal end, 
the distal portion being adapted to at least partially cover the medical device (see Figs. 
1 , 6, 7), the distal portion having an inner surface which directly contacts the medical 
device (C6:L1-4; see Fig. 1), an intermediate portion having a distal end and a proximal 
end, the distal end of the intermediate portion coupled to the proximal end of the distal 
portion, and a proximal outer member having a proximal end and a distal end, the 
proximal end of the proximal outer member being attached to the control handle and a 
the distal end of the proximal outer portion being coupled to the proximal end of the 
intermediate portion, 



wherein the proximal end (for example 66) of the guide wire receiving member is 
received in an opening (for example slot 62 and the lumen associated with slot 62) 
formed at the proximal end of the intermediate portion of the outer catheter member. 
27. wherein the intermediate portion of the outer catheter member includes a lumen 
and the proximal end of the guide wire receiving member is slidably disposed within this 
lumen (C 5:L38-46). 
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28, wherein tlie distal mounting portion (23) of the inner catheter member has a lumen 
(for example 17) extending therethrough and a portion of the guide wire member 
extends through this lumen (See Fig. 7). 

29. wherein the portion of the guide wire receiving member extending through the lumen 
of the distal mounting portion is secured to the wall forming the lumen (via element 71). 
30 and 32 wherein the portion of the guide wire receiving member (proximal portion) 
which does not extend through the lumen of the distal mounting portion is slidably 
disposed within the lumen (27) of the intermediate portion of the outer catheter member 
(C5:L38-46). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 47-52, 54-65 rejected under 35 U.S.C. 103(a) as being unpatentable 
over Fischell (US 5,792,144). 

5. With respect to claim 47, Fischell discloses all the elements as claimed as stated 
above specifically that the proximal end of the guidewire lumen is spaced apart from the 
proximal end of the inner catheter (as in Fig. 7). Fischell further discloses in a different 
embodiment (in Fig. 1 ) that the diameter of the intermediate portion being greater than 
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the diameter near tlie distal end of tine proximal portion (see below), the distal end of the 
proximal portion being attached to the proximal end of the intermediate portion. 




However Fischell does not explicitly disclose (with respect to embodiment of Fig. 7) that 
a passage allowing the guide wire to enter the guide wire receiving member is formed at 
the area of attachment o1 the proximal portion to the intermediate portion. In other 
words, Fischell does not explicitly disclose where the location of attachment is with 
respect to Fig. 7. 

6. However in order to modify the Fischell device to meet this limitation would 
merely require the relocation of the attachment (shown above) or the relocation of the 
guidewire opening (62). It would have been obvious to one having ordinary skill in the 
art at the time of the invention to determine that changing the location of the attachment 
would be desirable to achieve a change in flexibility of pushability. It would have been 
obvious to one having ordinary skill in the art at the time of the invention to change the 
location of the guidewire opening depending on where the device would be delivered in 
the body. 

7. Fischell further discloses: 
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48 and 58: the proximal end of the guide wire receiving member has an opening (for 
example 66) to the lumen of the guide wire receiving member and the proximal end of 
the guide wire receiving member extends into and aligns with the passage (lumen 
created by slot 62) formed on the outer catheter member. 

49 and 50: the distal mounting portion (23) of the inner catheter member has a lumen 
(for example 17) extending therethrough and a portion of the guide wire member 
extends through this lumen (See Fig. 7). 

51 : the inner catheter member includes a proximal portion (71 and 63 Fig. 7 and 11,12 

Fig. 1 ) having a proximal end and a distal end, the distal end of the proximal portion 

being coupled to the tubular member of the distal mounting portion. 

52: the proximal portion of the inner catheter member is an elongate component. 

54, 55, 56, 57, 59, 60: the portion of the guide wire receiving member (proximal portion) 

which does not extend through the lumen of the distal mounting portion is slidably 

disposed within the lumen (27) of the intermediate portion of the outer catheter member 

(C5:L38-46). 

61 : the distal end of the proximal portion extends into and is attached within the lumen 
of the intermediate portion of the outer catheter member (see above). 
62: The entire length of the proximal portion of the outer catheter has a smaller diameter 
that the intermediate portion, (where proximal portion is defined as below) 
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63: The tubular member forming tine distal end portion of the proximal portion has a 
tapered diameter (see above). 

64: The tapered portion of the proximal portion and the proximal end of the intermediate 

portion cooperate to form the passage for the guide wire. 

65. The proximal end of the guide wire receiving member is bent to fit within the 

passage formed on the outer catheter member (see for example near element 72, Fig. 

7). 

8. Claims 33, 34 and 53 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Fischell (USPN 5,792,144) in view Cummings (USPN 6,736,839). 

9. Fischell discloses the invention substantially as claimed as stated above except 
for the proximal portion being formed from a hypotube. However, Cummings discloses a 
stent delivery device incorporating a sheath where in a hypotube is the proximal portion 
of the sheath or outer member (Col 3, line 60-67). It would have been obvious to one 
having ordinary skill in the art at the time of the invention to incorporate a hypotube into 
the proximal portion of the device disclosed by Fischell since it is well known in the art 
to use hypotubes for increased strength and pushability. It is well known in the art that 
hypotubes are made form stainless steel or nickel-titanium. With the incorporation of a 
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hypotube, the proximal portion will inherently be less flexible than the intermediate 
portion. 

Response to Arguments 

1 0. Applicant's arguments filed 03/1 2/09 have been fully considered but they are not 
persuasive. Applicants have amended the claims to include that the opening is formed 
at the proximal end of the intermediate portion. Note that for the purposes of claim 26, 
the intermediate portion can be any arbitrary portion of the catheter that is between the 
distal portion and proximal portion. Applicants amended claim 26 to require the outer 
catheter distal portion to have an inner surface which directly contacts the medical 
device. Examiner notes that while Fig 6 and 7 may show a gap, Fig 1 does not. The 
specification specifically states that the stent can be balloon expandable or self 
expanding. In the case of self-expanding, examiner asserts that the catheter distal 
portion would directly contact the stent. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ELIZABETH HOUSTON whose telephone number is 
(571)272-7134. The examiner can normally be reached on M-F 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/E. H./ 

Examiner, Art Unit 3731 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 
6/8/09 



